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DEVICE INFORMATION

Trade/Proprietary Name: Mectacer Biolox Delta Heads
Common Name: Femoral Heads
Classification Name: Hip Joint, metalI/ce ram ic/po lymer, semniconstrained, cemented or
non-porous uncemented prosthesis

21 CFR 888.3353
Class 11
Device Product Code: LZO

Predicate Devices:
K073337 Medacta MectaCer BIOLOX®O forte Femoral Heads
K071 535 Zimmer BIOLOX delta Ceramic Femoral Head
K083762 Smith & Nephew Biolox Delta Ceramic Femoral Heads
K1 00412 Smith & Nephew Biolox Delta Ceramic Femoral Heads - large sizes
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Product Description

The MectaCer Bjolox Delta Heads are ceramic ball heads intended for mechanical
fixation to a mating hip stem and indicated for the treatment of patients who are
candidates for total or partial hip arthroplasty to provide increased patient mobility and
reduced pain by replacing the damaged hip joint, in primary or revision surgery.
The MectaCer Biolox Delta Heads are an aluminum oxide matrix composite ceramic
consisting of approximately 75% alumina (A1203), 24% zirconia (ZrO2) and other trace
elements. The pink color is due to the chromium oxide (Cr2O3) that improves the
hardness of the composite material. The MectaCer Biolox Delta Heads are designed to
mate with a 12/14 stem taper. The MectaCer Biolox Delta Heads are available in head
diameters of 28, 32, 36, 40, and 44 mm and in neck lengths of Small, Medium, Large,
and Extra Large.

Indications for Use

The MectaCer BIOLOX® forte femoral heads and the MectaCer BIOLOX® delta femoral
heads are intended for mechanical fixation to a mating hip stem and indicated for
treatment of patients who are candidates for total or partial hip arthroplasty in primary or
revision surgery.
The patient should be skeletally mature.
The patient's condition should be due to one or more of the following:
" Severely painful and/or disabled joint as a result of osteoarthritis, post-traumatic

arthritis, rheumatoid arthritis, or psoriatic arthritis,
* Congenital hip dysplasia,
" Ankylosing spondylitis,
* Avascular necrosis of the femoral head,
* Acute traumatic fracture of the femoral head or neck,
* Failure of previous hip surgery: joint reconstruction, internal fixation, arthrodesis,

hemniarthroplasty, surface replacement arthroplasty or total hip replacement where
sufficient bone stock is present.

Comparison to Predicate Devices

The MectaCer Biolox Delta Heads are substantially equivalent to K073337 Medacta
MectaCer BIOLOX® forte Femoral Heads, K071535 Zimmer BIOLOX delta Ceramic
Femoral Head, K083762 Smith & Nephew Biolox Delta Ceramic Femoral Heads, and
K1 00412 Smith & Nephew Biolox Delta Ceramic Femoral Heads - large sizes. The
MectaCer Biolox Delta Heads have the same indications for use as the MectaCer Forte
Femoral Heads. The MectaCer Biolox Delta Heads have the same material as the
Biolox Delta Heads cleared under K071 535, K083762, and K100412. The MectaCer
Biolox Delta Heads have the same head diameters as all of the predicate devices
(28,32,36mm of the MectaCer Forte Heads; 28,32,36,40mm of the Zimmer Delta
Heads; and 28,32,36,40,44mm of the Smith & Nephew Delta Heads). The MectaCer
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Biolox Delta Heads have the same neck lengths (S, M, L) as all of the predicate devices

and also have the same XL neck length as the Zimmer Biolox Delta Heads.

Performance Testing

The MectaCer Biolox Delta and Forte Heads were tested as part of design verification to
written protocols with pre-defined acceptance criteria. The protocols and pre-defined
acceptance criteria were based on standards and FDA guidance. The testing was
conducted on the worst case size MectaCer Biolox Delta and Forte Heads. The test on
the Ti6AI7NB (ISO 5832-11) taper covers compatibility with Medacta's Quadra S
(K072857), Quadra H (K082792), Quadra R (K082792), Quadra S-H/SN (K093944),
and AMIStem H (K093944) femoral stems. The test on the High Nitrogen Stainless
Steel (ISO 5832-9) taper covers compatibility with Medacta's Quadra C (K083558),
Quadra C SN (K103189), and AMIStem C (K1 031 89) femoral stems. The testing met
all acceptance criteria and verifies that the performance of the MectaCer Biolox Delta
Femoral Heads would be adequate for anticipated in vivo loading and that the MectaCer
Biolox Forte Heads remain worst-case in comparison to the MectaCer Biolox Delta
Heads.

The Burst Test was a compression test made under smooth load with a constant rate
of 2mm/mmn according to ISO 7206-10 (ISO 7206-10: Implants for surgery - Partial and
total hip joint prostheses - Part 10: Determination of resistance to static load of femoral
heads). The ball is placed on a conical bearing simulating the stem. The modular
connection between the ball and the stem of a hip prosthesis is loaded until failure.

The Fatigue Test was made according to CeramTec test procedure AA 02 10 0807.
The ball is placed on a conical bearing simulating the stem. The modular connection
between the ball and the stem of a hip prosthesis is loaded with a sinusoidal axial force
at 10 million cycles.

The Post-Fatigue Test was a compression test made under smooth load with a
constant rate of 2mm/mmn according to ISO 7206-10 (ISO 7206-10: Implants for surgery
- Partial and total hip joint prostheses - Part 10: Determination of resistance to static
load of femoral heads). The modular connection between the ball and the stem of a hip
prosthesis is loaded until failure after the fatigue test.

The Rotational Stability Test or "torsion test' followed the test description according to
the Ceramtec procedure VP-KU-01 80. A modular fitting between ball and stem is
subjected to frictional torsion until movement occurs.

The Pull-Off Test was made in compliance with the test description of the CeramTec
procedure VP-KU-021 0, but with 5 samples according to the FDA recommendations.
This test corresponds to ISO 7206-10. The femoral head is pressed onto a taper using
an axial force of 2 kN and pulled off axially using a loading rate of 1mm/mmn.
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A review of the mechanical data indicates that the MectaCer Biolox Delta Heads are
equivalent to devices currently cleared for use and are capable of withstanding
expected in vivo loading without failure.

Conclusion:
Based on the above information, the MectaCer Biolox Delta Heads can be considered
as substantially equivalent to its predicate devices.
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44 1200d 1and Drug, Adiiatimio
10903 New~ lamipshiie Avenue
DoenmeaL Control Roomn -\VOEO-G6.9
Si I 'i Sprine. \il) 20993-0002

N [edacta International SA
%/ MrI. Adlam Gross
Director of Regulator-V and Qual y CT1 ~
Mtedacta USA OT 721

4725 Calle Quetzal Unit B
CamnarilIlo. Cal ifornia 9301 2

Re: K 112115
Trade/Device Name: M/ectaCer Biolox Delta l-eads
Regllatiori Number: 2 1CFI< 888.3353
Regulation N!ame: [-lip j 1nlmtlcrmGolmer semi -constrained cemented Or

1nonporous Uncemnented prosthesis
ReguLlatory Class: 11
Product Code: LZQ
Dated: September 20, 201!
Received: September 21, 2011

Dear Mvr. Gross:

We have reviewed yourF Section 5 10(k) premarket nod fication of intent to market the device
referenced above and have deteirmined the device is substantially equivalent (for the indications
for use stated inl the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to N/lay 28, 1976. the enlactmuent date of the M/edical Device Amendments, Or to
devices that have been reclassifiecd in accordance with the provisions of thre Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premnarket approval application (PMA).
You may. therefore, market the device, Subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good maulfacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CD RI-I does not evaluate in formation related to contract l iabili ty
wvarranties. We remind you. hlowver, that device labeling Must be truthful and not misleading.

If your device is classified (see above) into either class If (Special Controls) or class Ill (P'MA), it
may be Subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal, ReguLlations, Title 21, Parts 800 to 898. fin addition, FDA may
piUbl ish I'li rther arnnounFcements concerning your device in the Federal Regi ster.

Please be advised that FDA's issuance of a Substantial equivalence detetrmination does not mean
that FDA has made a deteriination that your device conmpl ies With other requLirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements. including, but not limited to: registration and listing (21



l'aLe 2 - !Mr. Adam ('ross

C FR Part 807); labeling (2 1 CFR Par t 80 1) medical dlevice reporting, (repo rting of medical
dlevice-related adver se events) (2 1 CFR 803); good Imanu111actur ig practice reqluirements as set
Forthl inl the quality systemIs (QS) reg-ulation (2 1 CFR Part 820); and iF [applicable; the electronlic
rinct rCLCIadiation Control1 provisions (Sections 531 -342 oF the Act); 2 1 C FR 1000- 10Os0.

IF you deCsire specific ad vice F-or 'your device Onl our [abeIi ng- r-egu'lation (2 1 Cli ['art 80 1). please
go0 to fifip://ww.Fa ovAotD/Cnes\%csCIf/ DI-~~e/c 15 809.itml lor
the Center For Devices and Racli ol o gical Health's (CDRH's) Oftice oF Compliance. Also, please
nIote the re £w I atiel n ent it I cc. 'NI i sb ran inu by re Feence to premarket notification' (21ICF IZ Part
807.97). For questions reg-arding the reporingm of adverse events tinlder the M'DR regulation (21
CFR Part 803)), please go to

http//wvhvFdagovMedcalcvies/a fity/ci~rtaProlemdc~ult kmFor thle CD R[-Is 0 ftice
of SUrveilIlance and Biometrics/Division o F Postmarket Surveillance.

You may obtain other generial in Fe rmati~l On Vo t respo nsi bili ties underIC the Act from the
Division of' Small N4 lan I eS. Interniational and ConIsumer Assistance at its toll-Free ii rim ber
(800) 638-2041 or (301) 796-7100 or at its Internet address
hrrtp://\vw\w. Fdca.Lgov/N\Ieclic-al De\ices/Resouricest'orYou/lICndustrv'/Ctel'ault.html.

Sincceel \ on

Mar N.' M'elkerson
Director
Di"is ion Of' Surgical, Orthopedic
and Restorative Devices

Oftice of Device Evaluation
Center For Devices and

Radiological HeIalth

EnIclosure



Indications for Use

510(k) Number (if known): K \\~)I.

Device Name: Mectacer Biolox Delta Heads

Indications for Use:

The MectaCer BIOLOX® forte femoral heads and the MectaCer BIOLOX® delta fenmoral
heads are intended for mechanical fixation to a mating hip stem and indicated for
treatment of patients who are candidates for total or partial hip arthroplasty in primary or
revision surgery.
The patient should be skeletally mature.
The patient's condition should be due to one or more of the following:
* Severely painful and/or disabled joint as a result of osteoarthritis, post-traumatic

arthritis, rheumatoid arthritis, or psoriadic arthritis,
* Congenital hip dysplasia,
* Ankylosing spondylitis,
* Avascular necrosis of the femoral head,
* Acute traumatic fracture of the femoral head or neck,
* Failure of previous hip surgery: joint reconstruction, internal fixation, arthrodesis,

hemiarthroplasty, surface replacement arthroplasty or total hip replacement where
sufficient bone stock is present.

Prescription Use x AND/OR Over-The-Counter Use ____
(21 CFR 801 Subpart D) (21 CER 801 Subpart C)

(PLEASE DO NOT WRITE BE OW THIS LINE-QMPJTINUE ON ANOTHER PAGE IF NEEDED)
Concurren fC , Hffic of Device Evaluation (ODE)

(Division Sign-Oft)
Division of Surgical, Orthopedic,
and Restorative Devices
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